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REMARKS 

I. Status of Claims 

Upon entry of this amendment, claims 1-8 and 11-19 are pending in the application. Claim 
1 has been amended. Support for the amendment may be found throughout the specification 
including, by way of example, on page 3, lines 12-14, of the specification. Claims 9-10 are 
cancelled. Claims 13-18 are withdrawn. 

II. Rejections under 35 U.S.C. § 103 

A. Morein etal. and van der Ley etal. 

Claims 1-8, 11, 12 and 19 are rejected under 35 U.S.C. § 103(a) as allegedly being 
unpatentable over Morein et al. (Analytical Biochemistry, 1994; 216: 47-51) (Morein) and van der 
Ley et al. (Vaccine; 1995; 13(4): 401-407) (van der Ley). 

Applicants respectfully traverse the rejection and its supporting remarks. As noted before, 
one of skill in the art would understand that the term "overexpresses" when used in reference to a 
gene refers to expression at a level that is higher than the corresponding wild-type bacteria (see, e.g, 
page 3, lines 12-14, of the specification). To make this more clear, applicants have amended 
independent claim to read "overexpresses TbpA, Transferrin binding protein A, relative to the 
corresponding wild-type strain ." Morein teaches a wild-type E. coli strain (p. 48, left column, 2 nd 
paragraph). Thus, the strain taught by Morein could not possibly express more TbpA than the 
corresponding wild-type strain as the strain was wild-type and therefore expresses the same amount 
as wild-type (i.e., itself). Similarly, van der Ley teaches Neisseria meningitidis H44/76 strains in 
which the cps locus and the porB gene have been deleted and in which additional copies of the porA 
gene have been added (Abstract, Figure 6). Thus, the strain taught in van der Ley expresses the 
same amount of TbpA as the corresponding wild-type since none of the strain manipulations taught 
in van der Ley have anything to do with overexpression of TbpA. Thus, neither Morein nor van der 
Ley teach or suggest a bacterium that "overexpresses TbpA, Transferrin binding protein A, relative 
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to the corresponding wild-type strain", so the asserted obviousness combination is missing a 
claimed element and therefore fails to render the claims obvious. 

Applicants therefore respectfully request the withdrawal of the rejection of claims 1-8, 11, 
12 and 19 under 35 U.S.C. § 103(a) as allegedly being unpatentable over Morein et al. (Analytical 
Biochemistry, 1994; 216: 47-51) (Morein) and van der Ley et al. (Vaccine; 1995; 13(4): 401-407) 
(van der Ley). 

B. Robinson et al. in view of van der Ley etal. 

Claims 1, 2, 11, 12, and 19 are rejected under 35 U.S.C. § 103(a) as being unpatentable over 
Robinson etal. (U.S. Patent 7,081,244 B2) (Robinson) as applied to claims 1, 2, 9, and 12 above, 
and further in view of van der Ley et al. (Vaccine; 1995; 13(4): 401-407) (van der Ley). 

Applicants respectfully traverse the rejection and its supporting remarks. 

There is no suggestion or motivation as the proposed modification of Robinson would render 
it unsat isfactory for its intended purpose 

As discussed in the MPEP 2143.01(V), if a proposed modification would render the prior art 
invention being modified unsatisfactory for its intended purpose, then there is no suggestion or 
motivation to make the proposed modification. See also, In re Gordon, 733 F.2d 900, 221 USPQ 
1125 (Fed. Cir. 1984). The Examiner alleges that the method of Robinson modified to use the 
bacteria of van der Ley would result in the claimed invention. Applicants assert that such a 
modification of the invention of Robinson renders it unsuitable for its intended purpose. Thus, there 
is no suggestion to make the modification. 

Robinson is directed to methods and compositions for treating microbial infection 
comprising a commensal Neisseria or an extract of a commensal Neisseria (Abstract). Robinson 
emphasizes that the advantage of the invention is that "vaccination against neis serial diseases may 
thus be achieved using a non-pathogenic species of Neisseria, rendering the vaccination a safer 
procedure" (col. 3, lines 13-16). Robinson teaches that an additional advantage of using a 
commensal Neisseria is that commensal strains cannot revert to virulent types. Other methods of 
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vaccination are risky because they use live, attenuated pathogens that could revert to virulence (col. 
3, lines 20-24). Robinson teaches a method and compositions that do not have this risk. Thus, the 
Robinson's invention is use of such a commensal, i.e., non-pathogenic strain, to generate a safe 
vaccine or vaccine component. 

As the advantages of using commensal (non-virulent) bacteria are a critical aspect of 
Robinson's invention, the modification of Robinson to use the N. meningitidis H44/76 strain of van 
der Ley would make Robinson's invention unsatisfactory for its intended purpose of being a risk- 
free Neisseria for vaccination. N. meningitidis is a pathogenic Neisseria strain that is the primary 
cause of meningococcal disease in many countries (van der Ley, 1 st paragraph). Use of the bacteria 
taught in van der Ley with Robinson's invention would bring forth all of the risks that Robinson 
teaches to avoid. Thus, there can be no motivation to make the proposed modification of Robinson 
in view of van der Ley, and therefore, the amended claims are nonobvious. 

The Examiner in the Office Action dated June 26, 2009, does not appear to have addressed 
the above argument as to non-obviousness other than to admit that "Robinson may not wish to use 
N. meningitidis as an embodiment ..." However, MPEP 2143.01(V) is clear that a proposed 
modification cannot render the prior art unsatisfactory for its intended purpose. For simplicity, the 
two paragraphs of MPEP 2143.01(V) have been reproduced below (with emphasis added). 

V. THE PROPOSED MODIFICATION CANNOT RENDER 
THE PRIOR ART UNSATISFACTORY FOR ITS INTENDED 
PURPOSE 

If proposed modification would render the prior art invention being 
modified unsatisfactory for its intended purpose, then there is no 
suggestion or motivation to make the proposed modification. In re 
Gordon, 733 F.2d 900, 221 USPQ 1125 (Fed. Cir. 1984) (Claimed 
device was a blood filter assembly for use during medical procedures 
wherein both the inlet and outlet for the blood were located at the 
bottom end of the filter assembly, and wherein a gas vent was present 
at the top of the filter assembly. The prior art reference taught a liquid 
strainer for removing dirt and water from gasoline and other light oils 
wherein the inlet and outlet were at the top of the device, and wherein 
a pet-cock (stopcock) was located at the bottom of the device for 
periodically removing the collected dirt and water. The reference 
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further taught that the separation is assisted by gravity. The Board 
concluded the claims were prima facie obvious, reasoning that it 
would have been obvious to turn the reference device upside down. 
The court reversed, finding that if the prior art device was turned 
upside down it would be inoperable for its intended purpose because 
the gasoline to be filtered would be trapped at the top, the water and 
heavier oils sought to be separated would flow out of the outlet 
instead of the purified gasoline, and the screen would become 
clogged.). 

"Although statements limiting the function or capability of a prior art 
device require fair consideration, simplicity of the prior art is rarely a 
characteristic that weighs against obviousness of a more complicated 
device with added function." In re Dance, 160 F.3d 1339, 1344, 48 
USPQ2d 1635, 1638 (Fed. Cir. 1998) (Court held that claimed 
catheter for removing obstruction in blood vessels would have been 
obvious in view of a first reference which taught all of the claimed 
elements except for a "means for recovering fluid and debris" in 
combination with a second reference describing a catheter including 
that means. The court agreed that the first reference, which stressed 
simplicity of structure and taught emulsification of the debris, did not 
teach away from the addition of a channel for the recovery of the 
debris.). 

The second paragraph does not apply to the instant rejection as the modification is not 
merely adding complexity. Thus, the Examiner must consider the application of the first paragraph 
of MPEP 2143. 01(V). Applicants therefore re-assert that Robinson taught that use of a commensal 
(i.e., non-pathogenic) strain was a necessary component for vaccine safety. The proposed 
modification of using an N. meningitidis strain, a pathogenic strain, would defeat the purpose of 
using a commensal strain for vaccine safety and therefore render the modified composition 
unsuitable for Robinson's asserted purpose of a safe vaccine that lacks the virulence factors of the 
pathogenic Niesserial strains. 

Further, as discussed in the previous response, Robinson specifically teaches away from the 
use of N. meningitidis: 'W. meningitidis possesses many virulence factors the precise roles of which 
in pathogenesis are unknown and may possess hitherto unrecognized virulence factors. Therefore, 
an additional advantage of the invention is that a composition of the invention can be used with 
confidence in its level of safety" (col. 3, lines 25-31). Therefore, not only is there no suggestion or 
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motivation to modify Robinson in view of van der Ley, but Robinson specifically teaches that the 
risks associated with use of N. meningitidis are exactly what his invention advantageously does not 
possess. This also very strongly supports the assertion that the proposed modification would render 
Robinson's invention unsuitable for its intended purpose. 

Thus, for the reasons discussed above, Applicants respectfully submit that the claimed 
invention is nonobvious, as the cited reference of Robinson does not teach all of the claim 
limitations and there is no suggestion or motivation to modify Robinson in view of van der Ley. 

If the Examiner intends to maintain this rejection, Applicants respectfully request that the 
Examiner directly address teaching of Robinson that directly contradict the proposed modification 
of replacing Robinson's use of commensal strains with a pathogenic strain. Applicants otherwise 
respectfully request the withdrawal of the rejection of claims 1,2, 11, 12, and 19 are rejected under 
35 U.S.C. § 103(a) as being unpatentable over Robinson et al. (U.S. Patent 7,081,244 B2) 
(Robinson) as applied to claims 1, 2, 9, and 12 above, and further in view of van der Ley et al. 
(Vaccine; 1995; 13(4): 401-407) (van der Ley). 
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Conclusion 

In view of the above, each of the presently pending claims in this application is believed to 
be in immediate condition for allowance. Accordingly, the Examiner is respectfully requested to 
withdraw the outstanding rejection of the claims and to pass this application to issue. If it is 
determined that a telephone conference would expedite the prosecution of this application, the 
Examiner is invited to telephone the undersigned at the number given below. 

In the event the U.S. Patent and Trademark office determines that an extension and/or other 
relief is required, applicant petitions for any required relief including extensions of time and 
authorizes the Commissioner to charge the cost of such petitions and/or other fees due in connection 
with the filing of this document to Deposit Account No. 03-1952 referencing docket 
no. 223002100800 . However, the Commissioner is not authorized to charge the cost of the issue fee 
to the Deposit Account. 

Dated: August 3, 2009 Respectfully submitted, 

By /Otis Littlefield/ 

Otis Littlefield 

Registration No.: 48,751 
MORRISON & FOERSTER LLP 
425 Market Street 

San Francisco, California 94105-2482 
(415) 268-6846 
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